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7.5 Indications for Use  

The Tablo System is indicated for use in patients with acute and/or chronic renal failure, with or 
without ultrafiltration, in an acute or chronic care facility.  Treatments must be administered 
under physician’s prescription, with a trained individual available as needed who is considered 
competent in the use of the device by the prescribing physician. 

7.6 Technological Characteristics  

The Tablo Console (Modified Device) and the Predicate Device are equivalent in technological characteristics: 

• Intended use - To deliver hemodialysis to patients with renal disease. 
• Off the shelf components - Dialyzers and non-invasive blood pressure cuffs (NIBP).  
• Standards - Electrical and electromagnetic safety, Water Purification, and Hemodialysis 

System standards.  
• Software - Software controlled, and utilizes Graphic User Interface (GUI).  
• Design and Construction 
• Water Purification Method  
• Dialysate Preparation 
• Disinfection - Heat and chemical disinfection. 
• Compatibility – Interface with the Tablo Cartridge (Blood Tubing Set) 
• System Level Specifications 

There is one difference between the Modified and Predicate Devices.  The difference is limited 
to the inclusion of one-way wireless data transmission capability for medical informatics.  

7.7 Performance Data  

The following performance testing, developed in accordance with appropriate FDA guidance 
documents and relevant standards, has been performed on the Modified Device to support the 
determination of substantial equivalence: 

• Performance testing to verify wireless compatibility of the system with other 
communication devices 

• Performance testing to verify maintenance of the Electrical Safety and Electromagnetic 
Compatibility profiles 

• Software verification 
 

7.8 Conclusion  

The performance testing demonstrates that the Tablo Console meets all performance specifications and 
complies with applicable standards and FDA Guidance Documents.  The Tablo Console (Modified Device) is 
substantially equivalent to the Predicate Device, and the minor difference in the technological characteristics 
of the Modified and the Predicate Device does not raise any new or different questions of safety or 
effectiveness.  
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